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DETAILED ACTION 

This office action is in response to a communication dated 6/15/2010. Claims 1, 27, 29- 
33, 40-49, and 61-62 are pending. Claims 29-33 have been withdrawn. 

Allowable Subject Matter 

1. Claims 1, 27, 61-62 allowed. 

Response to Arguments 

2. Applicant's arguments filed 6/1 5/201 0 have been fully considered but they are 
not persuasive. Applicant argues that element 78 does not couple "the flexible disk to 
the hemostatic body". Examiner disagrees. The term "couple" is a very broad term and 
element 78 extends between the two elements so that it physically joins the two 
components in a spaced apart configuration. Additionally, as discussed below, the 
suture 34 also reads on the claimed limitations. 

Specification 

3. The abstract of the disclosure is objected to because it does not support an 
embodiment comprising "a connector disposed between the flexible disk and the 
hemostatic body" along with the Claim limitations of Claims 42, 44-49. Correction is 
required. See MPEP § 608.01 (b). 
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Drawings 

4. The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, "a connector disposed 
between the flexible disk and the hemostatic body" along with the Claim limitations of 
Claims 42, 44-49 must be shown or the feature(s) canceled from the claim(s). No new 
matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1 .121 (d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1 .1 21 (d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 
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Claim Rejections - 35 USC § 1 12 

5. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

6. Claims 42, 44-49 are rejected under 35 U.S.C. 1 1 2, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Claim 40 appears to be directed to the 
embodiment of Fig 8C since none of the other embodiments comprise "a connector 
disposed between the flexible disk and the hemostatic body". Regarding Claim 42, the 
connector appears to be part of the release mechanism, so it is not supported to have 
an additional release mechanism. Regarding Claim 44, 46-49, "the resilient extension 
member" is cited in a different embodiment of the specification. Regarding Claim 45, 
no suture is depicted in the claimed embodiment. 

Claim Rejections - 35 USC §103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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8. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

9. Claims 40-42, 44-45 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Nash et al. ("Nash" US 5,700,277) in view of Hannam et al. ("Hannam" US 
5,649,959). 

Regarding Claim 40, Nash discloses an apparatus to promote hemostasis at a 
blood vessel puncture site having an inner lumen pressure and an outer lumen 
pressure, wherein the inner pressure is greater than the outer lumen pressure, the 
apparatus comprising: 

a flexible plug 32 having a center, top surface, and a bottom surface; 

a hemostatic material to seal the blood vessel puncture site (Column 2, Lines 1- 
4); and 

a connector (elements 34 or 36 or 78) disposed between the disk and the 
hemostatic body, the connector positioned within a wall of the blood vessel puncture 
site (Fig 6, 9). 

Nash discloses all of the claimed limitations except for the plug being sized to 
circumferentially cover the blood vessel puncture site and being sufficiently flexible to 
conform to and seal the blood vessel puncture site. However, Hannam teaches of a 
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similar apparatus comprising a plug with those properties (Column 7, Lines 34-46). It 
would have been obvious to modify the anchor with these properties in order to prevent 
injury to the vessel and prevent the release of the hemostatic vessel into the vessel. 

Regarding Claim 41, the connector (34, 36, 78) has a smaller diameter than the 
flexible disk diameter and the hemostatic body diameter (Fig 9). Regarding Claim 42, 
44, the apparatus further comprises a release mechanism comprising a resilient 
extension member 36 having an aperture at the top 62 a suture 34 which is secured to 
the hemostatic body 30 with knot 58. An adhesive is an obvious variant of a knot. It 
would have been obvious to one of ordinary skill in the art at the time of the invention to 
substitute one known element for another to yield predictable results. If that is not 
convincing, it was well known in the art at the time of the invention to reinforce a knot 
with an adhesive. Regarding Claim 45, the apparatus further comprising a suture 34 
looped through the aperture. 

1 0. Claims 46-49 is rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Nash in view of Hannam as applied to claim 1 above, and further in view of Kensey et 
al. ("Kensey" US 5,5,31,759). 

Nash in view of Hannam disclose all of the claimed limitations except for the 
resilient extension member being made of hemostatic material and being encapsulated. 
However, Kensey teaches of thea similar resilient extension member 40 comprising a 
hemostatic agent (Column 13, Lines 43-49, and Column 9, Lines 25-33). The outer 
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periphery of the resilient extension member is considered a "dissolvable capsule" and 
the center would comprise a hemostatic material. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MARK MASHACK whose telephone number is 
(571)270-3861 . The examiner can normally be reached on Monday-Thursday 9:00am- 
5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571 -273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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